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DETAILED ACTION 

Continued Examination Under 37 CFR 1. 1 14 

A request for continued examination under 37 CFR 1.114, including tine fee set 
fortli in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 5/25/1 1 
has been entered. 

Response to Amendment 

The declaration under 37 CFR 1 .1 32 filed 5/25/1 1 is sufficient to overcome the 
rejection of claims 1,3-7,9,10,20,23,26,28-30 based upon 102 (e) over Myers 
(5628782). 

Response to Arguments 

Applicant's arguments, see page 8 of the response, filed 5/25/1 1 , with respect to the 
rejection over Tu et al. (5061276) have been fully considered. However, after a careful 
further review of the MPEP, see section 21 1 1 .03, it must be noted that Applicants 
modification to the claim to use the transitional phrase "consisting essentially of" does 
not necessarily define over the Tu reference because the phrase fails to exclude 
elements argued by Applicants not required by the claims. It must be noted that since 
the disclosure and claims fail to set forth any specifics as to the scope of "consisting 
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essentially of" it is not clear what would constitute a material change that could 
significantly affect the characteristics of the claimed liner. Thus, since Tu discloses that 
the PTFE outer film can be a blend having 95% PTFE, this clearly can be considered 
within the scope of the phrase "consisting essentially of PTFE. Applicant's 
specification does not set forth a specific percentage of PTFE required to be present in 
a material if it were to be a blend. Thus, it is not clear as to the amount of other material 
possible in a blend with PTFE to be excluded from the blend encompassed in 
"consisting essentially of for the covering to be solely PTFE. Thus, it can be interpreted 
that a small percentage of another material is within the realm of the claim scope since 
Tu states that only 5% of an elastomer is present in a PTFE film blend, col. 12, lines 52- 
54, col. 14, lines 15-20. MPEP states the applicant has the burden of showing that the 
inclusion of additional components would materially change the characteristics of 
applicant's invention, i.e. grafts tested in the submitted declaration of 5/25/1 1 to show 
the Myers 782 grafts that possessed or comprised the same material as claimed were 
alleged to be generally the same as Myers grafts did not have the claimed property. It 
is noteworthy that Applicant fails to argue that the claims do not exclude other materials 
by using "consisting essentially of in the argument against the Myers 782 reference 
despite it having fibers but only attempted to show that the prior art did not possess the 
claimed property of expansion of 100% in circumference with no arguments that the 
claims exclude these other elements. The prior art graft liner of Tu et al. has the same 
materials as claimed and functional capabilities as claimed as best can be determined 
and because the Patent & Trademark Office does not have the testing facilities to 



Application/Control Number: 08/499,423 Page 4 

Art Unit: 3738 

provide factual evidence needed to establisli tliat tine claimed invention or subject 
matter is unobvious, the examiner properly shifts the burden to Applicants to show that 
unobvious differences exist, Ex parte Phillips, 28 USPQ 1302 (Bd Pat App & Inter, 
4/27/93). In addition it also is noted that the claims fail to set forth any limits in 
pressures, thus it is difficult to assess what would be analogous pressures subjected to 
a similar prior art device for the function to occur. 

Applicant's arguments with respect to claim 1 have been considered but are moot 
in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 ,3-6,9,1 0,20-23,26,28-32 are rejected under 35 U.S.C. 1 1 2, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claim 1 is rejected under 35 U.S.C. 112, second paragraph, as being incomplete 
for omitting essential structural cooperative relationships of elements, such omission 
amounting to a gap between the necessary structural connections. See MPEP 
§ 2172.01 . The omitted structural cooperative relationships are: the change or condition 
of the diameter as the circumference expands. Claim 1 states "the circumference of the 
porous ptfe tube increases in response to the internal pressure..." and thus it is not 
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evident tliat tliese two cliaracteristics in comparison are essentially the same. Claims 
3-6,9,10,20-23,26,28-32 are rejected for being dependent upon a rejected base claim. 

The following is a quotation of the fourth paragraph of 35 U.S.C. 112: 

A dependent claim shall contain a reference to a claim previously set forth and then specify a further 
limitation of the subject matter claimed. A claim in dependent form shall be construed to incorporate by 
reference all the limitations of the claim to which it refers.. 

Claims 3-6,9,10,20-23,26,28-32 are rejected under 35 U.S.C. 112, fourth 
paragraph, as being improper dependent claims for failing to include all the limitations of 
the claim from which it depends. Claim 1 , of which all the claims depend on, is directed 
to a "blood conduit liner" having basically a tube and film covering. However, each of the 
dependent claims recite further limitations to an "article of claim 1 " of which is not clear if 
is positively claiming all the elements of claim 1 . What article? The entire article or some 
of the article? Thus, claims 3-6,9,1 0,20-23,26,28-32 are improper for further defining a 
feature not specific to claim 1 . 

Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1,5,20,22,23,26,28-31 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Tu et al. (5061 276). Tu et al. disclose (col. 1 2, lines 20,21 ) a tube with 
an outer covering. Fig. 2. Tu also discloses the device can be used as a graft, col. 4, 
lines 53-55. Tu additionally discloses the tube is porous, col. 3, lines 4-6. Tu discloses 
the graft tube is made of polytetrafluoroethylene and has a covering of "consisting 
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essentially" polytetrafluoroethylene, col. 3, lines 45,46, abstract. Please note that the 
Examiner interprets the clause (per MPEP 21 1 1 .03) "consisting essentially of" as a 
comprising clause that does not exclude minimal amounts other materials. Therefore, it 
is understood that a large amount can be understood to be encompassed by using this 
transitional clause. Tu does disclose that when a blend of PTFE is used that the 
majority is 95% PTFE (col. 14, lines 15-20) and can thus be considered "essentially" 
PTFE. Tu et al. disclose the graft can be sutured to a conduit, col. 5, lines 55-63. Tu 
also discloses the graft circumference increases as a result of the blood pressure, col. 
5, lines 46-48. Tu additionally discloses the tube can be expanded such that the second 
circumference (10mm) is at least 100% larger than the tube's original circumference 
(4mm) prior to the application of internal pressure, col. 10, lines 34-38. The 
polytetrafluoroethylene tube is disclosed as having a microstructure of nodes 
interconnected by fibrils, col. 7, lines 1 9-22. The circumference is fully capable of being 
increased by inflating a balloon. Tu also discloses the tube is placed on a tapered 
mandrel such that it forms a tapered end with a larger circumference at one end and a 
smaller second circumference at an opposing end, col. 10, lines 33-35. Because the 
same materials as claimed are disclosed by the prior art, the examiner asserts that the 
claimed physical properties are present in the prior art material to some extent even 
though they are not explicitly recited. Therefore, the examiner hereby burdens the 
applicant to show that these properties are not present in the prior art. Regarding claim 
27, it can be construed that an interior liner is present on the graft when multiple layers 
of PTFE are used, col. 3, lines 35-38. 
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Claims 1,3-6,9,10,20-23,26,28-30 are rejected under 35 U.S.C. 102(b) as 
anticipated by or, in tine alternative, under 35 U.S.C. 103(a) as obvious over Bowman 
(4283448). Bowman discloses (Fig. 1) a PTFE tube with a PTFE film disposed thereon, 
col. 2, lines 59-61 . Bowman further disclose the tube and film are porous. Col. 4, lines 
48,49,51 ,52. Since the claimed blood conduit liner is disclosed structurally as claimed 
by Bowman, the prior art device is capable of increasing its tube circumference 100% 
larger to a second circumference in response to an internal pressure and remain 
"substantially unchanged" at the second circumference. However, alternatively, it would 
have been obvious to one of ordinary skill in the art to have the blood conduit of 
Bowman capable of increasing in circumference, since it is well known that blood 
conduit liners have pressure flowing blood through them when in use and it would be 
advantageous to have these prosthetic conduits accommodate the varying blood flow 
pressures and eliminate failure or risk of burst under an increase in higher pressure. 
Regarding claims 3,4 Bowman disclose (col. 4, lines 2,3) the tube can have a wall 
thickness "about' 0.25mm or "about 0.1mm. With respect to claim 5, Bowman disclose 
the tube has a microstructure of nodes interconnected by fibrils, col. 1 , lines 66-68. 
Regarding claim 6, Bowman further disclose the porous ptfe film is helical, col. 2, lines 
50-53. With respect to claim 9, the ptfe film is thermally bonded to the tube, col. 2, lines 
54,55. Regarding claims 1 0,26 the use of "exhibits minimal recoil" is terminology of 
relative degree, which has no basis of comparison. For this reason, it is considered 
broad and relatively unlimited. The examiner asserts that the claimed physical 
property of the tube (in this case, having minimal recoil) is present in the prior art 
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material to some extent even tliougli it is not explicitly recited. Therefore, the examiner 
hereby burdens the applicant to show that this property is not present in the prior art 
article. Since the materials are the same as what is being claimed for blood conduit 
liner, it inherently possesses the same minimal recoil as the Applicant's claimed liner. 
With respect to claims 20-23,28-30 the device of Bowman is "adapted for use as an 
intraluminal graft". It has been held that the recitation that an element is "adapted to" 
perform a function is not a positive limitation but only requires the ability to so perform. 
It does not constitute a limitation in any patentable sense. In re Hutchison, 69 USPQ 
138. Bowman's ptfe tube is fully capable of being secured by sutures, or a stent and can 
be inflated by a balloon along with blood pressure capable of increasing its 
circumference. In addition it is capable of being used as a graft or as replacement 
vessel or applied to cover an anastomosis. 



Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bowman 
'448 in view of Tu et al. '276. Bowman is explained supra. However, Bowman does not 
disclose a tube that is tapered with different diameters at its two ends. Tu et al. teach a 
tapered tube, see above. It would have been obvious to one of ordinary skill in the art to 
use a tapered tube conduit as taught by Tu et al. for the prosthesis of Bowman in a 
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vessel that it matclies tine contour in wliicli it is placed in, such as going from a larger 
vessel to a smaller one. 



Claim 32 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bowman 
'448 in view of Hughes et al. (4728328). Bowman is explained supra. However, 
Bowman does not disclose a tube that is branched with three ends. Hughes et al. teach 
a tubular prosthesis that is branched with three ends. Fig. 12. It would have been 
obvious to one of ordinary skill in the art to use the branched tubular form as taught by 
Hughes with the prosthesis of Bowman in a vessel such as the trachea requiring 
replacement to the two bronchi. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BRIAN PELLEGRINO whose telephone number is 
(571)272-4756. The examiner can normally be reached on M- F (9am-6:30pm). 

If attempts to reach the examiner by telephone are unsuccessful, please contact 
the examiner's supervisor, Thomas Sweet at 571 -272-4761 . The fax phone number for 
the organization where this application or proceeding is assigned is 571 -273-8300. 

If there are any inquiries that are not being addressed by first contacting the 
Examiner or the Supervisor, you may send an email inquiry to 
TC3700_Workgroup_D_lnquiries@uspto.gov. 
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Information regarding tine status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

TC 3700 

/Brian E Pellegrino/ 

Primary Examiner, Art Unit 3738 



